Application No, 10/520.037 Docket No.; !9036/'40139 

.Amendment dated March 28. 2008 

Reply to Office Action of January 28, 2(X)8 

REMARKS 

L The rejection iintlcr 35 U.S.C. § 103(a) should be withdrawn. 

The Examiner rejected claims 1 and 5-11 as assertedly being unpatentable 
over Murad (U.S. Patent No. 6,800,292) in view of Norton (U.S. Patent No. 5,976,556). 
Applicant requests reconsideration of the rejection in view of the following remarks. 

Independent claim 1 recites an external preparation (i.e., composition) 
comprising glycolic acid and polyethylene glycol (PEG), wherein the PEG has a 
polymerization degree of 2,000 to 50,000. Independent claim 6 recites an external 
preparation (i.e., composition) comprising glycolic acid and polyvinyl alcohol. 

Murad simply does not disclose or suggest the preparations (i.e., 
compositions) recited in the claims as asserted by the Examiner. Murad discloses that its 
composition(s) comprise(s) at least one fruit extract' and a moisturizing agent. With respect 
to claim 1, Murad fails to disclose or suggest a composition comprising glycolic acid and 
polyethylene glycol (PEG), wherein the PEG has a polymerization degree of 2,000 to 50,000. 
Murad generically discloses that its compositions may contain PEG and specifically discloses 
PEG-100, which is clearly outside of the range recited in claim 1 (i.e., PEG-2,000 - PEG- 
50,000). Norton fails to remedy the deficiencies of Murad and generically discloses that its 
compositions may comprise ethylene glycol and specifically discloses PEG-4() and PF,G-75. 
Norton is silent with respect to a composition comprising PEG with a polymerization degree 
of 2,000 to 50,000 and therefore cannot make up for the deficiencies of Murad. 

The Examiner asserts that "a polymerization degree of from 2,000 to 50,000 is 
obvious of any polyethylene glycol in the preparation." However, the Examiner has not 
pointed to how the PEG recited in the claims is obvious in view of the cited art (which 
disclose PEG-40, PEG-75 and PEG-100). According to M.P.E.P. § 2141, 

[w]hen making an obviousness rejection. Office personnel must 
therefore ensure that the written record includes findings of fact 
concerning the state of the art and the teachings of the 
references applied. In certain circumstances, it may also be 
important to include explicit findings as to how a person of 
ordinary skill would have understood prior art teachings, or 
what a person of ordinary skill would have known or could 
have done. Factual findings made by Office personnel are the 
necessary underpinnings to establish obviousness. 

The claims of the present invention do not require a fruit extract. 
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One of skill in the art would not have been motivated upon review of Murad 
and Norton to discard the PFCi disclosed therein for the PFXj recited in independent claim 1. 
First, PEG-40, PEG-75 and PECi -lOO luue degrees of polymerization of 40, 75 and 100, 
respectively, which is much lower than the range provided in claim 1 . Second, it is known in 
the art that PEGs with varying degrees of polymerization have different functions. For 
example, PEG having a degree of polymerization below 100 functions as a humectant and/or 
a solvent while a PEG having a degree of polymerization 2,000 or greater functions as an 
emulsion stabilizer and/or a viscosity increasing agent. See, ICID and Handbook, 1 1"' 
Edition (2006), pages 1549-1635 set forth in Appendix A. Finally, it is also known in the art 
that PEGs with varying degrees of polymerization are provided in different forms. For 
example, PEG having a degree of polymerization less than 420 is provided as a liquid, while 
PEG having a degree of polymerization greater than 570 is provided in a solid form. See, 
Aldrich Handbook of Fine Chemicals (2007-2008), page 2023 set forth in Appendix B. The 
Examiner has neither pointed to a specific teaching in the cited art nor provided findings of 
fact concerning the state of the art that would motivate one of skill in the art to replace a PEG 
provided in a liquid form for use as a humectant and/or solvent, such as the PEG-40, -75 or - 
100 disclosed in Norton or Murad, for a PEG provided in a solid form for use as an emulsion 
stabilizer and/or viscosity increasing agent, such as the PEG-2000 or greater disclosed in the 
present application. 

The Examiner also failed to identify why one of skill in the art would be 
motivated to replace the PEG- 100 of Murad or the PEG-40 or PEG-75 of Norton for the PEG 
recited in claim 1. In fact, attached as Appendix C is further experimental data indicating that 
a composition comprising a PEG having a degree of polymerization outside the range recited 
in claim 1 is inferior to the external preparation recited in claim 1 . The results indicated that 
three different compositions comprising varying degrees of polymerization of PEG within the 
range recited in claim 1 (i.e.. PFG-2000, PEG-7000 and PEG-45000) were more effective 
that a composition comprising PEG comprising a degree of polymerization well below the 
range recited in claim 1 (i.e., PEG-400). 

Turning now to the rejection of independent claim 6, Applicant disagrees with 
the Examiner's conclusion that the combined teachings of the cited art render this claim and 
those claims dependent thereon obvious. The Examiner has not pointed to a teaching in 
Murad or Norton that discloses or suggests a specific composition comprising glycolic acid 
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and polyvinyl alcohol. For example, Murad discloses that its composition comprises at least 
one Ihiit extract and a mono- or poly-hydroxy acid. Miirad discloses that its composition 
comprises a mono- or poly-hydroxy acid selected from at least eighty (80) acids mono- or 
poly-hydroxy acids (col. 9, line 36 through col. 10. line 1 1 ) and a pharmaceutically 
acceptable carrier', but does not specifically disclose a composition that comprises glycolic 
acid and polyvinyl alcohol. 

Norton discloses that its composition comprises an acid protease^ and an 
acidic buffer. Norton discloses that the acidic buffer includes one of at least twelve (12) 
acids (col. 10, lines 41-44) and one of at least nine (9) pharmaceutically acceptable carriers 
(col. 10, lines 63-65), but does not specifically disclose a composition that specifically 
comprises glycolic acid and polyvinyl alcohol. Accordingly, the combined teachings of 
Murad and Norton fail to teach or suggest the external preparation recited in claim 1 . 

In view of the foregoing. Applicant respectfully submits that the cited art fails 
to disclose or suggest the specific preparations recited in the claims. Accordingly, there is no 
prima facie case of obviousness and the rejection of claims 1 and 5-1 1 under 35 U.S.C. § 

103(a) should be withdrawn. 

11. Conclusion 

In view of the above amendment, applicant believes the pending apphcation is 

in condition for allowance. 

Dated: March 28, 2008 Respectfully submitted. 

Electronic signature: /Jeanne M. Brashear/56,301 
Jeanne M. Brashear 

Registration No.: 56,301 
MARSHALL, GERSTEIN & BORUN LLP 
233 S. Wacker Drive, Suite 6300 
Chicago, Illinois 60606-6357 
Agent for Applicant 



- Polyvinyl alcohol is listed as one of the more than seventy (70) phamiaceutically-acceptable carriers disclosed 
in Murad (col. 8, lines 40-66) 

' The claims of the present invention do not require an acid protease. 
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MacrogoMOOO (NOF) 
Pluracol E 1000 (BASF) 
Polyglykol 1000 (Clarlant) 
Polyglykol 1000 (Ciariant GmbH. Personal 
Care) 

Renex PEG 1000 (Uniqema Americas) 
Sabopeg lOOO(Sabo) 
Toho PEG#10Q0 (Toho) 
Unipeg-1000 X (Universal Preserv-A- 
Chem) 

Uplwax 1000 (Universal Preserv-A-Chem) 
Trade Name Mixtures: 
SilwaxWS(SlltechLLC) 
Suncaps 664 {Particle Sciences) 
Suncaps 903 (Particle Sciences) 



PEG-32 

CTFA Monograpfi ID: 1955 
CAS No.: 25322-68-3 (Generic) 



Defl' n: PEG-32 Is the polymer of 
ethyl*.. .J oxide that conforms generally to the 
formula; 



. wherB n has an average value of 32. 
Information Sources: BAN, BP, BPC, 
21CFR172.210, 21CFR172.770. 
21CFR172.820, 21CFR173.310, 
21CFR173.340, 21CFR175.105. 
21CFR175.3D0, 21 CFR1 78.3750, 
21CFR178.3910. CIR: [SQ] JACT-12(5)- 
1993. CTFA S, CZE, FCC, HUN, INN. JAN, 
JCIC, JCLS, JSQI, MAR. iVil-13(7651), NF 

, XVIil, TSCA, USAN, USD ■ 



^Functions: Binder; Humeotant; Solvent 
,i tngredlent Source: Synthetic 



Paported Product Categories: Bath Oils, 
I Tab!"'' and Salts; Moisturizing Preparations; 
I C!e ig Products (Cold Creams, Cleansing 
^Urtlpns, Liquids and Pads); Bath Capsules; 
fiSkIn Care Preparations, Misc.; Dentifrices 
|, (Aerosol, Liquid, Pastes and Powders); Bath 
^Preparations, Misc.; Body and Hand Prepa- 
Hatidns (Excluding Shaving Preparations); 
r Face and Neck Preparations (Excluding 
r Shaving Preparations); Paste K4asks (Mud 
{ Packs), Mascara 

\ Technical/Other Names: 

, macrogol (IMN) 

f' Polyethylens Glycol 1 540 

t ^olyoxyethylene (32) 



Trade Names: 

Carbowax PEG 1450 (Dow Chemical) 
Jeechem 1450 NF (Jellice Co. LTD) 
LipoPotyglycol1500(Upo) 
LipoPolygiycol3350(Lipo) 
Lipoxol 1500 MED (Sasol GmbH - Mad) 
Lumulse PEG 1450 (Lambent) 
Macrogol 1500 (NOF) 
MacrogoM540(NOF) 
PluracareE 1500 (BASF) 
Pluracol E 1450 (BASF) 
Potyglycol E1450 (Dow Chemteal) 
Polyglykol 1500 (Ciariant) 
Polyglykol 1500 (Clarlant GmbH, Personal 
Care) 

Protachem 1450 NF (Protamaen) 
Renex PEG 1500 (Uniqema Americas) 
Sabopeg 1500 (Sabo) 
Sympatens-PEG/1500 G (Kolb) 
Toho PEG#1540 (Toho) 
Unipeg-1540 X (Universal Preserv-A- 

Chem) 
Trade Name Mixtures: 
Carbowax PEG 540 Blend (Dow Chemical) 
Lanogen 1500 (Ciariant) 
Lanogen 1500 (Ciariant GmbH, Personal 

Care) 

Swertianin-P (Ichlmaru Pharcos) 
Unlpeg-1500 X (Universal PfBserv-A- 
Chem) 

Unlwax 1450 (Universal Preserv-A-Chem) 



PEG-33 

CTFA Monograph ID: 17410 
Definition: PEG-33 is the polymer of 
sthytene oxide that conforms generally t 
fomnula: 

H(OCH2CH2)„OH 
where n has an average value of 33. 



Functions: Binden Hurnectant; Solvent 
Ingredient Source: Synthetic 
Technical/Other Names: 

Polyethylene Giycoi (33) 

Polyoxyethylene (33) 
Trade Name Mixtures: 

SilSense Copoiyol-1 Silicone (Noveon) 

SilSense CopolyDl-7 Silicone (Noveon) 



CTFA Monograph ID: 1956 
CAS No.: 25322-68-3 (Generic) 



Definition: PEG-40 Is the polymer of 
ethylene oxide that confontis generally to the 
formula: 

h^dCHjCHjjjOH 
where n has an average value of 40. 
Information Sources: BAN, 
21CFR172.210, 21CFR172.770, 
21CFR172.820, 21CFR173.310, 
21CFR173.340, 21CFR175.105, 
21 CFR1 75.300, 21 CFR1 76.200, 
21CFR178.3750,21CFR178.3910, INN, 
JAN-, JCIC, JCLS, MH 3(7651), NF XVIII, 
ROM, TSCA, USAN 



Functions: Binder; Hurnectant; Solvent 
Ingredient Source: Synthetic 

Technical/Other Names: 

macrogol (INN) 

Polyethylene Giycoi (2000) 

Polyoxyethylene (40) 
Trade Names: 

Pluracol E 2000 (BASF) 

Polyglykol 2000 (Clarlant) 

Pofyglykol 2i)00 (Ciariant GmbH. Personal 
Care) 



PEG-45 

CTFA Monograph ID: 11904 
CAS No.: 25322-6&-3 (Generic) 
Definition: PEG-45 is the polymer of 
ethylene oxide that conforms generally t 
formula: 

H(0CHjCH2)„0H 
where n has an average value of 45. 
Information Source: INN 



Functions: BIrKler; Hurnectant; Solvent 
ingredient Source: Synthetic 
Technical/Other Names: 

macrogol.(INN) 

Polyethylene Giycoi (45) 

Polyoxyethylene (45) 
Trade Name: . 

Toho PEGKOOO (Toho) 



PEG-55 

CTFA Monograph ID: 7532 



IB Inclusion of any compound In 



9 tJIcHonaiy and HanOmok does not Indicate that use of 
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^-to-oa (Uont.) 
CAS Mo.: 25322-68-3 (Generic) 
CN Transtatlon: 

Definition: PEG-55 is tlie polymer of 
etiiyjene oxide tliat conforms generally to the 
formula: 

H(OCH2CH2)„OH 
where ti has an average value of 55. 

Information Sources: BAN. INN, JAN, NF 

XVIII. USAN 

Chemicaf Classes: Alkoxylated Alcohols; 
Polymeric Ethers 

Functions: Binder; Humectant; Solvent 
Ingredient Source: Synttretic 

Technical/Other Names: 

macrogol (INN) 
Polyethylene Glycol (55) 
Polyoxyethytene (55) 
Trade Names: 
Jeechem 3350 NF (Jellice Co. LTD) 
Renex PEG 3350 (Unlqema Americas) 



CTFA Monograph ID: 5425 
CAS No.: 25322-68-3 (Generic) 



Definition: PEG-60 Is the polymer of 
ethylene oxide that conforms generally to the 
fomiula: 

H(0CH2CHj)„0H 
where n has an average value of 50. 
Information Sources: BAN, INN, JAN, Ml- 
13(7651), NF XVIII. USAN 

Chemical Classes: AII<oxylated Alcohols: 
Polymeric Ethers 

Functions: Binder Humectant; Solvent 
Ingredient Source: Synthetic I 
- Technical/Other Names: 

macrogol (INN) 

Polyethylene Glycol 3000 

Polyoxyethytene (60) 
Trade Names: 

Polyglykoi 3000 (Clarlant) 

Poiyglykol 3000 (Clariant GmbH. Personal 
Care) 



PEG-75 
CTFA Monograph ID; 1957 



CAS No.: 25322-68-3 (Generic) 
JPN Translation: 

PEG- 75 
Definition: PEG-75 Is the polymer of 
ethylene oxide that conforms generally to the 
formula: 

H(0CHjCH2),0H 
where n has an average value of 75. 
Information Sources: BAN, BP, BPC 
BI^A, 21CFR172.210, 21CFR172.770 
21CFR172.820, 21CFR173.310 
21CFR173.340. 21CFR175.105 
21CFR175.300. 21CFR178.3750 
21CFR178.3910. CIR: (SQJ JACT-12(5). 
1993, CTFA S. FCC, HUN. INN. JAN JCLS 
JSC! , MAR. MI-1 3(7651 ). NF XVIII. NFJ, ' 
PN, POt. ROM. TSCA. USAN. USD 
Chemical Classes: AII<oxylated Alcohols- 
Polymeric Ethers 

Functions: Binder Humectant; Solvent 
Ingredient Source: Synthetic 
Reported Product Categories: Sl<ln Care 
Preparations, Misc.; Paste Masl<s (Mud 
Packs); Bath OAs. Tablets, and Salts; 
Cleansing Products (Cold Creams. Cleansing 
Lotions. LlquWs and Pads); Moisturizing 
Preparattons 

Technical/Other Names: 

macrogol (INN) 
Polyethylene Glycol 4000 
Poiyoxyethylene (75) 
Trade Names: 
Carbowax PEG 3350 (Dow Chemical) 
Lipoxol 3350 MED (Sasol GmbH - Marl) 
Liimglse PEG 3350 (Lambent) 
PluracareE 3400 (BASF) 
PluracolE 4000 (BASF) 
Poiyglykol 3350 (Clariant) 
Polyglykoi 3350 (Clariant GmbH, Personal 
Care) 

Protachem 75 (Prolameen) 
Renex PEG 4000 (Unlqema Americas) 
Sabopeg 4000 (Sabo) 
Sympaten8-PEG/4000 G (Kbib) 
Uplwax 3350 (Unh/eraal Preserv-A-Chem) 
Trade Name Mbcfure: 
Suncaps C (Partkde Sciences) 



PEG-80 

CTFA Monograph ID: 16469 
CAS No.: 25322-68-3 (Generic) 
Definition: PEG-80 is the polymer of 
ethylene oxide that conforms generally to the 
formula: 

H(OCHjCHj)„OH 



where n has an average value of 80 

Information Source: INN 

Chemical Classes: Alkoxylated Alcohok^ 
Polymeric Ethers 

Functions: Bindsn Humectant; Solvent ' 'I 

ingredient Source: Synthetic 

Technlcal/Othsr Names: 

macrogol (INN) 

Polyethylene Glycol (80) 

Polyethylene Glycol 4000 

Poiyoxyethylene (80) 
Trade Name: 

Protachem 400 (Protameen) 



■ 



^ ^'^'^ °^ "ly ^mpowvl In the a^ry Handbook does no. Indicate that use of that sui»i«n» as a oosmatfc h 
=— the la»« and regutadon. goveml,^ «K:h u.6 m the g gSTan^ S^!^^ 



CTFA Monograph ID: 6966 
CAS No.: 25322-68-3 

JPN Translation: 

PEG- 90 
CN Translation: 

3112:10.90 
DefiniUon: PEG-90 is the polymer of 
ethylena oxWe that confbnns to the formula: 

H(OCH2CH2)t,OH 
where n has an average value of 90. 

Information Sources: BAN, INN, JAN. NF 
XVIII, USAN 

Chemical Classes: Alkoxylated Alcohols- 
Polymerio Ethers 

Functions: Binden Humectant; Solvent 
Ingredient Source: Synthetic 
Technical/Other Names: 

macrogol (INN) 
Polyethylene Glycol (90) 
Poiyoxyethylene (90) 
Trade Names: 
Lipoxol 4000 MED (Sasol GmbH - Marl) 
Macrogol 4000 (NOF) 
Pluracare E 4000 (BASF) 
Polyglycol E-4000 (Dow Chemtoal) 
Poiyglykol 40OO (Clariant) 
Poiyglykol 4000 (Qariant GmbH, Personal 
Care) 

Toho PEG #4000 (Toho) 
Unlpeg-4000 X (Universal Preserv-A- 
Chem) 



PEQ-IW) 

CTFA Monograph ID: 4098 
CAS No.; 25322-68-3 (Generic) 
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PEG-2 Laurate SE (Cont) 



Definition: PEG-2 Laurate SE (s a self- 
emulsffylng grade of PEG-2 Laurata (q.v.) 
that contains some sodium and/or potassiun 
laurate. 



Function: Surfactant - Emidslfylng Agent 
Ingredient Sources: Plant; Syntliettc 
Technical/Other Names: 

DIethylene Glycol Monolaurate Self-Emul- 
sifying 

Polyethylene Glycol 100 Monolaurate Self- 

Emolsifylng 
Polyoxyethytene (2) Monolaurate Self- 

Emulslfylng 

Trade Name: 

Lipo DGLS (Upo) 
Trade Name Mixture: 

Pegosperse 100 L {Lonza Inc/Usnza Ltd.) 



PEQ^ LAURATEn-ARTRATE 
CTFA Monograph ID: 5910 
CN Translation: 

PEG-6 JMStK/SI^KIi 
Definition: PEG-6 Laurale/Taftrate Is the 
mixed ester of PEG-6 and lauric and tartaric 
adds that oonfomis generally to the formula: 

M R OH 

CH3(CH2)ioC — (0CH2CH2)„O- 

. >vhere n has an average value of 6. 



Function: Surfactant - Emulsifying Agent 
Ingredient Sources: Plant; Synthetic 



Trade Name: 

Hydnsphore 312 (Prod"Hyg) 



CTFA Monograph ID; 12111 
Definition: PEG-180/Laursth-50miMG ^ 
Copolymer Is a copolymer of PEG-180 (q.v.), 
a polyethylene glycol ether of lauryl alcohol 
with an average ethoxylatfon value of 50, and 
(etramethoxymethylglycourll monomere. 



Chemical Class: Synthetic Polymers 
Function: Viscosity Increasing Agent - 

Ingredient Sources: Plant; Synthetic 
Trade Name: 
Pure Thix 1450 (Sud-Chemle, Perfbmiance 
Additives) 



PEG-IOOAURYU DIMETHICONE CROSS- 
POLYMER 

CTFA Monograph ID: 16203 
JPN Translation: 

(PEG - 10 I'^O'JJlPH'f-Ziy)^ 

DefinlHon: PEG-10/Lauryl Dlmethlcone 
Crosspolymer is a copolymer of Lauryl 
Dlmethlcone (q.v.) crossllnked vrtih diallyl 
PEG-10. 



Functions: Surfactant - Suspending Agent; 
Viscosity Increasing Agent - Aqueous 
Ingredient Sources: Plant; Synthetic 
Trade Name Mixtures: 

KSG-34 (Shin-Etsu Chemical Co.) 

KSG-340 (Shift-Etsu Chemical Co.) 



PEG-15AAURYL DIMETHICONE CROSS- 



CTFA Monograph ID: 16204 
JPN Translation: 

(PEG.- 1 S /9'?y;t5?J<f-3>)^7 

Deflnltlon: PEG-15/Laufyl Dlmethlcone 
Crosspolymer is a copolymer of Lauryl 
Dimethicone (q.v.) crosslinked with diallyl 
PEG-15. 

Chemical Classes: Siloxanes and Sllanes; 
Synthetic Polymers 

Function: Viscosity Increasing Agent - 

Ingredient Sources: Plant; Synthetic 
Trade Name Mixtures: 

KS6-31 (Shin-Etsu Chemic^ Co.) 

KSG-32 (Shin-Etsu Chemical Co.) 

KSG-^3 (Shin-Etsu Chemical Co.) 

KSG-34 (Shin-Etsu Chemical Co.) 

KSG-310 (Shin-Etsu Chemical Co.) 

KSG-320 (Shin-Etsu Chemical Co.) 

KSG-330 (Shin-Etsu Chemfeal Co.) 

KSG.340 (Shin-Etsu Chemical Co.) 



PEG-8 UNOLEATE 
CTFA Monograph ID: 5452 



CN Translation: 
PEG-S JEttMIS 
Empirical Formula: 

C3<H64Ol0 

Definition: PEG-8 LInoleate Is the poly- 
ethylene glycol ester of linoleic acid that 
conforms to the formula: 

CH3(CH2)4CH 

CHCHjCH 0 
II II 

CH(CH2);C-{OCH2CHs)„OH 
where n has an average value of 8, . 
Information Source: MI-1 3(7660) 
Chemical Class: Alkoxylated CartMxyllc 
Acids 

Function: Surfactant - Emulsifying Agent 
Ingredient Sources: Plant; Synfhefic 
Technical/Other Names: 

Potyethylene Glycol 400 Undeate 

Polyoxyethytene (8) LInoleate 
Trade Name Mixture: 

EfevltS(Fabrlciuimica) 



^e Inclusion of any compound In the Dhttonary and Ham^ookdOBt not Indlcata that 



PE6-8 UNOLENATE 
CTFA Monograph ID: 5453 
CN Translation: 

PEG-8 3ESf»K 
Empirical Formula: 

C34H62O10 
Definition: PEG-8 Undenate is poly- 
ethylene glycol ester of llnolente add that 
conforms to the formula: 



CH(CH2),C-(OCH2CH2)„OH 
where n has an average value of 8. 
Information Source: Ml-13(7660) 



Function: Surfactant - Emulsifying Agent 

Ingredient Sources: Plant; Synltietic 

Technical/Other Names: 
Polyethylene Glycol 400 Unolenate 
Polyoxyethylene (8) Unolenate 

Trade Name Mixture: 
EfevltS(Fat)riquimlca) 



CTFA Monograph ID: 1961 



ia that use of thatsubstanc* ae a cosmatt: Ingradant cotnpdas with 
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CAS No.: 25322-68-3 (Generic) 



CN 

Definition: PEG-2M is the polymer of 
ethylene oxide that conforms generally to the 
fonmula: 

H(0CHjCH2)„0H 

where n has an average value of 2000. 

Information Sources: 21CFR172.770, 
21CFR173,310, 21CFR175.300. 
21CFR178.3910, INN, JSQI. Ml-13(7651), 
NF XVIII, TSCA,USAN 



Functions: Binder; Emulsion Stabilizer; 
Viscosity Increasing Agent - Aqueous 

Ingredient Source: Synthetic 



Technical/Other Names: 

macrogol (INN) 
PEG-2000 

Polyethylene Glycol (2000) 
Polyoxyethylene (2000) 

Trade Name: 
Polyox WSR N-10 (Amerchol) 

Trade Name Mixture: 

Spectraveil AQ (Uniqema Europe) 



PEG-5M 

CTFA Monoaraph ID: 1962 
CAS No.: 25322-68-3 (Generic) 



Definition: PEG-5M Is the polynterof 
ethylene oxide that conforms' genwally to the 
formula: 

H(0CHiCH2)„0H 
where n has an average value of 5000. 
Information Sources; 21CFR172.770, 
21CFR173.310, 21CFR175.300. 
21CFR178.3910, INN. JSQI. Ml-13(7651). 
NF XVIII. TSCA. USAN 



Ingredient Source; Synthetic 



Technical/Other Names: 
macrogol (INN) 
• PEG-5000 

Polyethylene Glycol (5000) 
Polyoxyethylene (5000) 
Trade Names: 
Polyox WSR N-80 (Amerchol) 
Rita PEO-1 (rata) 



PEG-7M 

CTFAMonographlD:1963 

CAS No.: 25322-68-3 (Generic) 



Definition: PEG-7M Is the polymer of 
ethylene oxide that confwms generally to the 
fonnula: 

where n has an average valie of 7000. 

Information Sources: 21CFR172.770. 

21CFR173.310, 21CFR175.300, 

21 CFR1 78.3910, INN, JSQI. Ml-13(7651), 

NFXVIII, TSCA USAN 

Chemical Classes: Alkoxylated Alcohols; 

Polymeric Ethers 

Functions: Binder, Emulsion Stabilizer; 
Viscosity Increasing Agent - Aqueous 
Ingredient Source: Synthetic 

Reported Product Category: Shampoos 
(Non-coioring) 

Technical/Other Names: 

macrogol (INN) 
PEG-7000 

Polyethylene Glycol (7000) 
Polyoxyethylene (7000) 

Trade Name: 

Polyox WSR N-750 (Amerchol) 



PEG-9M 

CTFA Monograph ID: 3708 
CAS No.: 25322-68-3 (Generic) 



Definition: PEG-9M Is the polymer of 
ethylene oxide that confbnms generally to the 
formula: 

H(OCH2CH2)i,0H 
where n has an average value of 90CK). 
Information Sources: 21CFR172.770, 

21CFR173.310, 21CFR175.300, 
21CFR178.3910, INN, JSQI, Ml-13{7651), 
NFXVill, USAN 

Chemical Classes: Alkoxylated Aicohols; 
Polymeric Ethers 

Functions: Binder; Emulsion Stabilizer; 
Viscosity Increasing Agent - Aqueous 
Ingredient Source: Synthetic 
Technical/Other Names: 

macrogol (INN) 

PEG-9000 

Polyethylene Glycol 9000 
Polyoxyethylene (9000) 

Trade Names: 

Alkox E-30G (Melsel) 
Rita PEO-2 (Rita) 



CTFA Monograph ID: 1964 
CAS No.: 25322-68-3 (Generic) 

JPN Translation: 

PEG- 1 4M 
CN Translation: 

5IS-B-14M 
Definition: PEG-14M Is the polymer of 
ethylene oxide that oonfonns generally to the 
formula: 

H(0CHjCH2)„CW 
where n has an average value of 1400). 



K 21CFR172.770, 
21CFR173.310. 21CFR175.300, 
21CFR178.3910. CIR: [SQ] JACT-12(5)- 
1993, INN, JSQI, Ml-13(7651), NF XVIII, 
TSCA, USAN 



Ingredient Source: Synthetic 

Reported Product Categories: Shampoos 
(Non-coloring); Shaving Preparations, Misc.; 
Shaving Cream (Aerosol. Brushless and 
Lather): Bath Oils. Tablets, and Salts; Bath 
Soaps and Detergents; Cleansing Products 
(Cold Creams. Cleansing Lotions. Liquids 
and Pads) 
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PEG-14M (Cont.) 



Technical/other Names: 

macrogol (INN) 
PEG-14000 

Polyethylene Glycol (14000) 
Polyoxyethylena (14000) 
Trade Names: 
Polyox WSR-205 (Amerchol) 
Pdyox WSR N-30OO (Amerchol) 



PEG-20M 

CTFA Monograph ID: 1965 
CAS No.: 25322-68-3 (Generic) 



Definition: PEG-20M Is the polymer of 
ethylene oxide that confomis generally to the 
formula: 

H(OCH2CH2)„OH 
where n has an average value of 20000. 
Information Sources: 21CFR172.770, 
21CFR173.310, 21CFR175.300, 
21CFR178.3910, CIR: [SQ] JACT-12(5)- 
1993, EP. INN. JSQI. Ml-13(7651). NF XIX, 
TSCA, USAN 



Functions: Binder; Emulsion Stabilizer; 
Viscosity Increa^ng Agent - Aqueous 
Ingredient Source: Synthetic 

Technical/Other Names: 

macrogol (INN) 
Macrogolum 20000 (EP) 
PEG-20OOO 

Polyethylene Glycol 20000 
Polyoxyethylene (20000) 
Trade Name Mixture: 
Vogeles SR (Lalwsratolres Serobioioglques) 



PEG.23M 

CTFA Monograph ID; 3709 
CAS No,: 25322-6&-3 (Generic) 

JPN Translation: 
PEG- 23M[ 
CN Translation: 

Definition: PEG-23M Is the polymer of 
ethylene radde that conforms generally to the 
formula: 



where n has an average value of 23000. 
Information Sources: 21CFR172.770, 
21CFR173.310, 21CFR175.300, 
21 CFR1 78.3910, INN, JSQI, Ml-13(7651), 
NFXVIll, USAN 



Functions: Birder; Emulsion Stabilizer; 
Viscosity Increasing Agent - Aqueous 
Ingredient Source: Synthetic 
Technical/Other Names: 

macrogol (INN) 

PEG-23000 

Polyethylene Glycol (23000) 
Polyoxyethylene (23000) 
Trade Names: 
Polyox WSR N-12K (Amerchol) 
Rita PEO-3 (Rita) 



CTFA Monograph ID: 6480 
CAS No.: 25322-68-3 (Generic) 



Definition: PEG-25M is the polymer of 
ethylene oxide that confonns generally to the 
formula: 

H(OCHjCH,)„OH 
where n has a value of 25000. 
information Sources: INN, JSQI ' 



Functions: Binder; Emulsion Stabilizer; 
Viscosity Increasir^ Agent - Aqueous 
Ingredient Source: Synthefic 
Technical/Other Names: 

macrogol (INN) 

PEG-25000 

Polyeth^ene Glycol (25000) 
Polyoxyethylene (25000) 



PEG-45M 

CTFA Monograph ID: 3710 
CAS No.: 25322-68-3 (Generic) 



Definition: PEG-45M Is the polymer of 
ethylene oxide that conforms generally to the 

fonnula: 

H(OCH2CK2)„OH 
where n has an average value of 45000. 
Information Sources: 21 GFR1 72.770, 
21CFR173.310, 21CFR175.300, 
21CFR178.3910, INN. JSQI. Ml-13(7651), 



Ingredient Source: Synthetic 

Reported Product Category: Shampoos 
(Non-coloring) 

Technical/Other Names: 
macrogol (INN) 
PEG-45000 

Polyethylene Glycol (45000) 
Polyoxyethylene (45000) 
Trade Name: 
Polyox WSR N-60K (Amerchol) 



PEG-65M 

CTFA Monograph ID: 1521 1 
CAS No.: 25322-68-3 (Generic) 
Definition: PEG-65M Is the polymer of 
ethylene oxide that confomis generally to fh 

fonnula: 

H(OCH2CH2)„OH 
where n has an average value of 65000. 
information Source: INN 



Functions: Binder; Emulsion Stabilizer; 
Viscosity Increasing Agent - Aqueous 
Ingredient Source: Synthetic 
Technical/Other Names: 

macrogol (INN) 
Polyethylene Glytxsi (65000) 
Polyoxyethylene (65000) 
Trade Name: 
AlkoxE-IOO(Melsel) 



PEG-90M 

CTFA Monograph ID: 1966 
CAS No.: 25322-68-3 (Generic) 
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Defin Won: PEG-90M Is the polymer of 
ethylene oxide that conforms generally to the 
formula: 



where n has an average value of 90000. 
Information Sources: 21CFR172.770. 
21CFR173.310, 21CFR175.300, 
21CFR178.3910, INN, JSQI, Ml-13(7651), 
NF XVIII. TSCA,USAN 



Ingredient Source: Synthetic 

Technical/Other Names: 
macrogoi (INN) 
PEG-90000 

Polyethylene Glycol (90000) 
. Polyoxyethylene (90000) 
Trade Names: 
PolyoxWSR.301 (Amerchol) 
Rita PEO-18 (RHa) 



PEG-115M 

CTFA Monograph ID: 3711 
CAS No.: 25322-68-3 (Generic) 



Dernltlon: PEG-115M Is the polymer of 
ethylene oxide that conforms generally to the 
formula: 

H(OCH2CH2)„OH 

w/here n has an average value of 1 15000. 

Information Sources: 21CFR172.770, 
21CFR173.310, 21CFR175.300, 
21CFR178.3910, INN, JSQI, Ml-13(7651) 



Functions: Binder; Emulsion StaWllzen 
Vlacosity Increasing Agent - Aqueous 

Ingredient Source: Synthetic 
Technical/Other Names: 

macrogoi (INN) 
PEG-1 15000 

Polyethylene Glycol (115000) 
Polyoxyethylene (115000) 



PEG-160M 

CTFA Monograph ID: 7730 
CAS No.: 25322-68-3 (Generic) 

JPN Translation: 
P EG - 1 6 0 M 
ON Translation: 

DeflnWon: PEG-160M is a polymer of 
ethytene oxide that conforms generally to the 
formula: 

H(0CHjCH2)„0H 
where n has an average value of 160000. 
Information Source: INN 
Chemical Classes: /Ukoxylated Alcohols; 



Functioned Binder; Emulsion Stabilizer. 
Viscosity Increasing Agent - Aqueous 
Ingredient Source: Synthetic 
Technical/Other Names: 

macrogoi (INN) 

Polyethyleno Glycol (160000) 

Polyoxyethylene (160000) 
Trade Name: 

RitaPEO-27(RKa) 



PEG-180M 

CTFA Monograph ID: 18747 
CAS No.: 25322-68-3 (Generic) 
Definition: PEG-180M is the polymer of 
ethylene oxide that conforms generally to the 

formula: 

H(OCH2CH2)„OH 
where n has an average value of 180,000. 
Information Source: INN 



Functions: Binder; Emulsion StabBizer; 
Viscosity Increasing Agent - Aqueous 
Ingredient Source: Synthetic 
Technical/Other Names: 

macrogoi (INN) 

Polyethylene Glycol 1 1 8000 
Trade Name: 

Polyox WSR-308 (Amerchol) 



PEG-16 MACADAMIAGLYCERIDES 
CTFA Monograph ID: 12413 
JPN Translation: 

PEG-1 6 7^JxS.ri^iJ1zUX 



PEG-20 Mannitan Laurate 

Definition: PEG-16 Macadamla Glycerides 
Is the polyethylene glycol derivative of the 
mono- and diglycerides derived from 
macadamla nut oil with'an average of 16 
moles of ethytene oxide. 



Ingredient Sources: Plant; Synthetic 

Technical/Other Names: 
Polyethylene Glycol (16) Macadamla 

Glycerides 
Polyoxyethylene (16) Macadamia 
Glycerides 

Trade Name: 
Florasolvs PEG-16 Macadamla (Floratech) 

Trade Name Mixtures: 
ElXtractives B (Essential Ingredients) 
ElXtracth/es CS (Essential Ingredients) 
ElXtractives DS (Essential Ingredients) 
ElXtractives EC (Essential Ingredients) 
Extractives HL (Essential Ingredients) 
ElXtractives OS (Essential ingredients) 
VltaCon ABCM (Essential Ingredients) 
VltaCon ACEM (Essential Ingredients) 
VitaCon ADEM (Essential ingrediente) 
VitaCon AEKM (Essential Ingredients) 
VltaCon AEM (Essential Ingredients) 
VitaCon AM (Essential ingredients) 



PEG-70 WIANGO GLYCERIDES 
CTFA Monograph ID: 6687 



Definition: PEG-70 Mango Glycerfctes Is a 
polyethylene glycol derivative of the mono-, 
and diglycerides fixim mango seed oil 
containing an average of 70 moles of 
eth^ene oxide. 



Functions: SI<in-Conditioning Agent - 
Emollient; Surfactant - Cleansing Agent; 
Surfactant - Solubllizing Agent 
Ingredient Sources: Plant; Synthetic 
Technical/Other Names: 
Polyethylene Glycol (70) Mango Glycerides 
Polyoxyethylene (70) IMango Glycerides 
Trade Name: 
Upex 203 E-70 (Karlshamns AB) 



PEG-20 MANNITAN LAURATE 
CTFA Monograph ID: 7402 
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Docket No ; 19036/40139 



Additional Data : 

Preparation of Test Compositions: 

Composition B was prepared as described in Example 1 described in Table 1 
of the application (see page 7 of the application). Composition B comprises polyethylene 
glycol (PEG) having a degree of polymerization of 45,000. Compositions A, B and D, were 
prepared as described above for Composition B, except that Composition A comprises 
polyethylene glycol (PEG) having a degree of polymerization of 7,000; Composition C 
comprises PEG having a degree of polymerization of 2,000 and Composition D comprises a 
PEG having a degree of polymerization of 400. 

Evaluation of Application Performance and Effectiveness of the Tested 

Compositions: 

Seven 5 cm^ flamed areas were defined on the forearms of ten male subjects 
between the ages of twenty and forty. Compositions A-D were applied to the flamed areas 
with a flat brush. Application performance of the various compositions was evaluated and 
classified into one of two groups ("the composition was capable of being applied in a uniform 
manner" or "the composition, when applied, was liable to be uneven"). 

After ten minutes the test compositions were washed away with water. After 
twenty-four hours, the forearms of the subjects were visually examined and the effectiveness of 
each composition was determined by examining the stratum comeum (i.e., the top layer of skin) 
for uniform peeling. The effectiveness of each composition was classified into one of three 
group ("after application of the composition, the stratum comuem was uniformly peeled," "after 
application of the composition, the stratum comeum was peel patchwise" and "after application 
of the composition, the stratum comeum was not peeled"). Results indicated that the 
compositions comprising PEG having a degree of polymerization between 2,000 and 50,000 (i.e.. 
Compositions A-C) were more effective than the compositions comprising PEG having a degree 
of polymerization below 2,000 (i.e.. Composition D). See Table A below. 
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Amendment dated March 28, 2008 
Reply to Office Action of January 28, 2008 

Evaluation of the Stability of the Tested Compositions: 

The viscosity of Composition B on the next day was assumed to be 100. The 
viscosities of the other compositions on the next day are shown in Table A in a relative value. 



Table A. Results. 





Degree of 
Polymerization 


Viscosity 
on the next 
day 


Application 

Performance 


Effectiveness 


Capable 
of being 
applied 
in a 

uniform 
manner 


Liable 
to be 
uneven 


Stratum 
corneum 
was 

uniformly 
peeled 


Stratum 

corneum 

was 

peeled 

patchwise 


Stratum 
corneum 
was not 
peeled 


Composition 
A 


7,000 


80 


9 


1 


7 


3 


0 


Composition 
B 


45,000 


100 


9 


1 


8 


2 


0 


Composition 
C 


2,000 


72 


9 


1 


8 


2 


0 


Composition 
D 


400 


Unable to 
evaluate 
(water- 
like) 




8 




8 


0 
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